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1

ANGIOPLASTY BALLOON HAVING
SELECTIVELY DEPLOYABLE CUTTING OR

SCORING ELEMENT AND RELATED
METHODS

FIELD OF THE INVENTION

The present invention relates to the fields of biomedical
engineering and medicine and more particularly to devices
and methods for treating atherosclerotic disease.

BACKGROUND OF THE INVENTION

Chronic occlusion of blood vessels caused by atheroscle-
rotic plaque aflects millions of patients worldwide. Percu-
taneous Transluminal Angioplasty (PTA) 1s the endovascular
treatment of election for treating atherosclerotic plaque
causing reduction of the vessel lumen patency, thus hinder-
ing physiological blood tlow. PTA 1s performed by means of
inflating a balloon that has been transluminally advanced
into the lesion site by means of catheters. The inflated
angioplasty balloon applies a radial pressure to the inner
wall of the vessel 1n the area of the atherosclerotic lesion.
This results 1n redistribution of the plaque to a more favor-
able configuration (1.e., one 1n which the stenosed region of
the vessel lumen 1s widened thus allowing blood flow to be
restored). PTA alone may, in some cases, bring about the
desired stenosis reduction and restoration of physiological
blood tlow through the treated vessel.

However, in many cases, PTA performed using just a
standard dilation balloon 1s not suflicient for achieving
long-term patency of the diseased blood vessel. Sometimes
the standard dilation balloon i1s unable to redistribute the
plague in the desired manner due to consistency of the
plaque or other factors. Also, even in cases where the
balloon dilation may 1nitially bring about the desired redis-
tribution of the plaque, subsequent restenosis or reocclusion
can occur. To deal with this, balloon dilation 1s often
accompanied by stenting of the lesion using bare metal or
drug coated stents. One or more stents, when properly
positioned, can provide physical scaflolding to hold the
redistributed plaque 1n place and/or to otherwise deter
subsequent narrowing of the vessel lumen. Drug coated
stents additionally elute drugs which deter local inflamma-
tory or other physiological processes which may contribute
to restenosis or reocclusion.

Another clinical option emerged in the last years 1s
represented by the use of drug-coated balloons (Drug-
Eluting Balloons, DEB) according to which the outer sur-
tace of the angioplasty balloon 1s coated with drugs char-
acterized by antiproliferative properties, inhibiting
restenosis of the vessel. Stenting and DEB themselves,
though, are not pertect. Reocclusion still happens at a much
too high rate. Both stenting and drug-eluting balloon treat-
ment generally need an adequate pre-treatment of the vessel
lumen. The preliminary plaque dilatation provided by bal-
loon angioplasty has to be properly managed, in order to best
prepare the lesion for the following treatment (DEB and/or
stenting). An adequate preliminary erosion of the plaque can
reduce the risk of restenosis after stenting or DEB treatment.
Therefore, lesion pre-treatment by means of balloon angio-
plasty can be the key for long-term clinical success.

Also, 1n some cases, PTA using a standard balloon can
cause unintended dissections, perforations or other types of
damage to the blood vessel wall. This damage sometimes
occurs due to poor elasticity of the diseased blood vessel
wall. Such damage to the vessel wall can also result from
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mispositioning of the balloon during the procedure. Such
mispositioning of the balloon may occur when a standard

balloon 1s inflated within an atherosclerotic lesion that 1s
fibrotic or of an angular shape, resulting in slippage of the
balloon from the intended site of dilation.

Also, 1 some cases, PTA using a standard balloon can
sometimes create non-uniform or uncontrolled tears in tis-
sues of the vessel wall and/or vasospasm of the vessel wall.

At least some of the above-summarized problems may be
overcome by the use of a cutting or scoring balloon as
opposed to a standard angioplasty balloon. Generally, the
presence of a cutting or scoring element on the outer surface
ol the balloon during the dilation causes specific, controlled
scoring or cutting of the atherosclerotic plaque 1n combina-
tion with the balloon dilation. This may help to cause the
plaque to be permanently redistributed 1n the desired manner
and may avoid other problems such as balloon slippage,
vessel dissection or perforation, non-uniform or uncon-
trolled tears and/or the occurrence of vasospasm due to
excessive stretching or over-dilation of the vessel wall.

Cutting and scoring balloons of the prior art have had
cutting blades (known as atherotomes) or scoring member(s)
formed or athixed on the outer surface of the balloon. Thus,
i a standard balloon 1s 1nitially advanced to the intended site
of a PTA itervention and the operator then makes a decision
to use a cutting or scoring balloon for some or all of the
procedure, 1t 1s then necessary for the operator to remove the
PTA catheter having the standard balloon and replace 1t with
another PTA catheter that has a cutting or scoring balloon.
On the other hand, 11 the operator initially advances a cutting
or scoring balloon to the site of the lesion but subsequently
decides that a standard balloon would be a better option, the
operator must then remove the PTA catheter having the
cutting or scoring balloon and replace it with another PTA
catheter that has a standard balloon.

SUMMARY OF THE INVENTION

The present invention provides a PTA balloon catheter
and methods whereby a cutting or scoring element may
alternately be placed 1n accordance with the present inven-
tion.

Further 1n accordance with the present invention, there 1s
provided a balloon catheter device comprising an elongate
shaft, an inflatable balloon positioned on the catheter shaft
and a cutting or scoring element that 1s alternately moveable
between a first position wherein 1t does not cause the balloon
to perform a cutting or scoring function and a second
position wherein 1t does cause the balloon to perform a
cutting or scoring function. The cutting or scoring element
may be moveable between a stowed position 1n which the
cutting or scoring element does not extend over the outer
surface of the balloon 1n a manner that would cause the
cutting or scoring clement to perform a scoring function
upon inflation of the balloon and an operative position in
which the cutting or scoring element does extend over at
least a portion of the outer surface of the balloon 1n a manner
that will cause the cutting or scoring element to perform a
cutting or scoring function upon inflation of the balloon. In
some embodiments, the cutting or scoring element may
comprise an clongate member that 1s retractable to the
stowed position and advanceable to the operative position.
As 1t advances over the outer surface of the balloon the
clongate member may assume a desired configuration such
as a helical shape. In other embodiments, the cutting or
scoring element may be of a substantially fixed shape (e.g.,
a solid or perforated tube having scoring or cutting projec-
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tion(s) formed on 1ts outer surface or clongate member(s)
that have been wound, coiled or braided into a generally

tubular construct having an outer surface that performs the
cutting or scoring function) that moves between the stowed
position and the operative position. In such embodiments,
the catheter shaft may include pushing and/or pulling mem-
bers which move the cutting or scoring element from the
stowed position to the operative position and/or from the
operative position to the stowed position.

Further 1n accordance with the present invention, there 1s
provided a method for using a device of the foregoing
character to treat a stenotic region of a body lumen. In such
method, the catheter shait 1s advanced to a position where
the balloon 1s within the stenotic region of the body lumen
and a determination 1s made whether 1t 1s desired to perform
a particular balloon dilation with or without cutting or
scoring. If it 1s desired to perform the particular balloon
dilation with cutting or scoring, the method further com-
prises causing the cutting or scoring member to be posi-
tioned 1n the operative position over the balloon 1n the
inflated condition. On the other hand, 1t 1t 1s desired to
perform that particular balloon dilation without cutting or
scoring, the method further comprises keeping the scoring
member 1n the stowed position while inflating the balloon.
Some procedures may ivolve only a single balloon inflation
with or without cutting or scoring. In other procedures the
balloon may be inflated/deflated a plurality of times and an
operator may elect to cause or not cause cutting or scoring
some, all or none of the inflations of the balloon.

Still further aspects and details of the present mnvention
will be understood upon reading of the detailed description
and examples set forth herebelow.

BRIEF DESCRIPTION OF THE DRAWINGS

The following detailed description and examples are
provided for the purpose of non-exhaustively describing
some, but not necessarily all, examples or embodiments of
the mnvention, and shall not limit the scope of the invention
In any way.

FIG. 1 1s a perspective view of a distal portion of one
embodiment of a PTA catheter of the present invention.

FIG. 1A 1s an enlarged view of Region 1A of FIG. 1.

FIG. 1B 1s a cross-sectional view through line 1B of FIG.
1.

FIG. 2A shows the device of FIG. 1A with the cutting or
scoring member 1n an operative position.

FIG. 2B shows the device of FIG. 2A with the cutting or
scoring member 1n the process of being retracted from the
operative position to a stowed position.

FI1G. 2C shows the device of FIG. 2A after the cutting or
scoring member has been fully retracted to 1its stowed
position.

FIG. 3 1s a perspective view of a distal portion of another
embodiment of a PTA catheter of the present invention.

FIG. 3A shows the device of FIG. 3 with the cutting or
scoring member on a stowed position and the balloon 1n a
deflated configuration.

FIG. 3B shows the device of FIG. 3 with the cutting or
scoring member fully advanced to its operative position
while the balloon remains 1n a deflated configuration.

FIG. 3C shows the device of FIG. 3 with the cutting or
scoring member fully advanced to 1ts operative position and
the balloon 1n an inflated configuration.

FI1G. 4A shows another embodiment of a PTA catheter of
the present invention with its cutting or scoring element in
a stowed position and its balloon 1n a detlated configuration.
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FIG. 4B shows the device of FIG. 4A during the process
of advancing the cutting or scoring element from the stowed

position to an operative position while the balloon remains
in a deflated configuration.

FIG. 4C shows the device of FIG. 4A with 1ts cutting or
scoring element fully advanced to the operative position
while the balloon remains 1n a deflated configuration.

FIG. 4D shows the device of FIG. 4A with its cutting or
scoring element fully advanced to the operative position and
its balloon 1n an inflated configuration.

FIG. 4E shows the device of FIG. 4A during the process
of retracting the cutting or scoring element from the opera-
tive position to the stowed position with the balloon 1n a
deflated configuration.

FIG. 5A 15 a partial perspective of another embodiment of
a PTA catheter of the present mnvention with 1ts cutting or
scoring element 1n a stowed position and 1ts balloon 1n a
deflated configuration.

FIG. 5B shows the device of FIG. 5A with 1ts cutting or
scoring element 1n a stowed position and 1ts balloon 1n an
inflated configuration.

FIG. 5C shows the device of FIG. 5A with its cutting or
scoring element moved to the operative position while the
balloon 1s 1n a partially detlated configuration.

FIG. 5D shows the device of FIG. SA with its cutting or
scoring element 1n the operative position and 1ts balloon 1n
a fully inflated configuration.

DETAILED DESCRIPTION AND EXAMPLES

The following detailed description and the accompanying
drawings to which it refers are intended to describe some,
but not necessarily all, examples or embodiments of the
invention. The described embodiments are to be considered
in all respects only as illustrative and not restrictive. The
contents of this detailed description and the accompanying
drawings do not limit the scope of the invention 1n any way.

The present invention relates to a PTA balloon catheter
having a cutting or scoring element that 1s moveable 1n at
least one direction between a stowed position wherein the
balloon 1s useable as a standard PTA balloon and an opera-
tive position wherein the PTA balloon 1s useable as a cutting
or scoring balloon.

In the past, several disadvantages have been associated
with conventional cutting or scoring balloons having fixed
cutting or scoring elements on the outer surface of the
balloon. For example, the presence of the cutting or scoring
clement can require special apparatus or techniques to avoid
damaging the walls of healthy vessels through which the
catheter 1s advanced and withdrawn. In many cases, the
decision to use a cutting or scoring balloon i1s only made
after traditional angioplasty using a standard balloon has
falled. In such cases, 1t has heretofore been necessary to
remove the standard PTA catheter and thereafter insert and
advance 1nto position another PTA catheter that has a cutting
or scoring balloon. The examples shown in the accompa-
nying drawings and described below illustrate how the
present mvention mimmizes or overcomes these problems
associated with the use of cutting or scoring balloons of the
prior art.

FIGS. 1 through 2C show a first embodiment of a PTA
catheter device 10 of the present invention. This device 10
comprises an clongate, tlexible catheter shaft 14 having a
balloon 18 mounted on a distal portion thereof. In this
example, the catheter shaft 14 comprises an outer tube 12
having a lumen 26 and an inner wall 16 that defines a second
lumen 24. The second lumen 24 extends through the lumen
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26 of outer tube 12 to an opening 20 formed in the side wall
of the outer tube 12, proximal to the balloon 18. The 1nner
wall 16 may comprise a second tube that 1s mserted through
the lumen 26 of the outer tube 12 (i.e., tube within a tube
construction) or, alternatively, the outer tube 12 may be a
dual lumen tube (e.g. a dual lumen extrusion) such that the
inner wall 16 comprises a bulkhead that separates lumen 26
from second lumen 24.

The cutting or scoring member 22 1s formed of an elastic

or superelastic material, such as nickel-titanium alloy (Niti-
nol) and a distal portion of the cutting or scoring member 22
1s preformed to a helically coiled configuration whereby 1t
coils around the outer surface of the balloon 18 when the
cutting or scoring member 22 1s 1n an operative position as
shown 1n FIGS. 1, 1A and 2A. In its stowed position, the
cutting or scoring member 22 assumes a substantially
straight configuration and 1s positioned within the second
lumen 24. The cutting or scoring member 22 may have any
suitable cross sectional configuration. In the particular
example shown in the drawings, the cuftting or scoring
member 22 comprises a substantially round mickel-titanium
alloy wire which, when in the operative position (FIGS. 1,
1A and 2A), causes helical scoring of atherosclerotic plaque
in conjunction with intlation of the balloon 18 to dilate the
lesion. Other alternative cross-sectional shapes (e.g., non-
round wire, ribbon, etc.) and/or other alternative coiled
configurations (other than the simple helix shown) may be
employed. Also, more than one inner wall 16 and more than
one cufting or scoring element 22 may be provided at
differing radial locations on the main catheter shaft 14.
In one mode of use, the cutting or scoring member 22 may
be mitially placed in its operative position over the detlated
balloon 18 and the distal tip of the scoring member 22 may
be held i place or attached at the distal end DE by a
releasable (e.g., breakable or separable) connection. The
catheter shait 12 1s then advanced to the intended treatment
site such that the deflated balloon 1s positioned within an
atherosclerotic obstruction. The balloon 18 1s then 1ntlated to
dilate the obstruction with a helical cut or score in the
obstructive matter being concurrently formed by the opera-
tively positioned cutting or scoring member 22 (FIG. 2A).
By inflating and deflating the balloon 18 two or more
consecutive times, 1t 1s possible to perform multiple plaque
cutting or scoring treatments, 11 necessary.

After the desired cutting or scoring treatments have been
performed, the balloon 18 may be deflated and any releas-
able distal attachment of the cutting or scoring member 22
1s released. The cutting or scoring member 22 1s then
retracted proximally while the balloon 18 1s 1n a deflated
state (FI1G. 2B) until it 1s fully 1n its stowed position within
the secondary lumen 24 and away from the balloon 18 (FIG.
2C). Thereatter turther inflation(s) of the balloon 18 may be
performed at the original treatment site and/or other treat-
ment sites, without cutting or scoring. In this manner, the
same PTA catheter device 10 may be used to perform
multiple PTA treatments with and/or without cutting or
scoring of the obstructive matter. Use of this device 10 gives
the operator the option, but not the necessity, of using the
cutting or scoring member 22.

FIGS. 3 through 3C show a second embodiment of a PTA
catheter device 10a of the present invention. In this embodi-
ment, the device 10a comprises an elongate catheter 124
having a balloon 18¢ mounted on a distal segment of the
catheter shaft 12a near 1ts distal end DE. An advanceable/
retractable outer sheath 30 1s mounted around the catheter
12a and a cutting or scoring element 22a as described above
extends along the exterior of the catheter shaft 12a, inside of
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the sheath 30. In the particular non-limiting example shown,
a distal portion of the cutting or scoring member 22q 1s 1n the
form of a linear helix having an inner diameter sized to allow
it to advance over the balloon 18 when deflated. The cutting
or scoring member 22q 1s initially 1n a stowed position on
the catheter shaft 12a proximal to the balloon 18a and inside
the outer sheath 30, as seen in FIG. 3A. In this manner, the
outer sheath 30 covers and prevents the cutting or scoring
member 22a from damaging blood vessel walls as the
balloon 18 1s advanced through the wvasculature to the
treatment site. With the cutting or scoring member 22a in
this stowed position, the balloon 18a may be used to perform
single/multiple traditional balloon angioplasty inflations at
one or more treatment sites since 1t has no cutting or scoring
clement over 1t. Thereatter, 11 1t 1s desired to perform one or
more balloon inflations with concurrent cutting or scoring,
the sheath 30 may be advanced in the distal direction over
the deflated balloon 18a, bringing the cutting or scoring
member 22a along with 1t, causing the cutting or scoring
member 22a to be positioned on the deflated balloon 18a.
Thereatter, the sheath 30 may be retracted proximally to
expose the deflated balloon 18 with the cutting or scoring
member 22a on it, as seen 1n FIG. 3B. Then, the balloon 18a
may be 1ntlated which causes the cutting or scoring member
22a to radially expand along with the balloon 18a, as shown
in FIG. 3C. In this manner, balloon dilation with cutting or
scoring ol the obstructive matter may be accomplished.
When the procedure 1s completed, the sheath 30 may be
re-advanced over the detlated balloon 18a and the cutting or
scoring member 22aq, and the entire device 10a i1s then
removed from the vasculature. Alternatively, when the pro-
cedure 1s completed, the outer sheath 30 may be re-advanced
over the deflated balloon 184 and the cutting or scoring
member 22a. Thanks to mechanical interference, the outer
sheath 30 1s able to capture the cutting or scoring member
22a so that the outer sheath 30 with the associated cutting or
scoring member 22a may be removed proximally. In so
doing, after the cutting/scoring process step, the balloon 18a
may be used for successive dilatations of the stenotic lesion.
Alternatively, the scoring member retrieval may also be
supported by pulling the scoring member from its operative
position, back inside the outer sheath 30. Additional com-
ponents and/or design attributes may be added to the device
10qa to facilitate the desired movement and deposition of the
cutting or scoring member 22a on the balloon.

FIGS. 4A through 4E show another embodiment of a PTA
device 105 of the present invention. This device 1056 com-
prises an elongate mner catheter shait 125, a tubular outer
catheter shatt 34 positioned around the inner shaft 126 and
an outer sheath 36 positioned around the outer catheter shaft
34. An angioplasty balloon 185 1s mounted on a distal
portion of the inner catheter shatt 125 near 1ts distal end DE.
A cutting or scoring member 225 1s imitially positioned in a
stowed position on the outer catheter shaft 34 between a
proximal positioning balloon 38 and a distal positioning
balloon 40. In this non-limiting example, the cutting or
scoring c¢lement 226 comprises a wire helix with ring
members 23 at either end. Such ring members 23 may also
optionally be present on the ends of the cutting or scoring
member 22 of the second embodiment of the device 10a
shown 1n FIGS. 3 through 3D to deter the ends of the helical
wire from damaging or perforating the balloon 18a. A
control wire 41 1s attached to the proximal ring member 23
of the cutting or scoring element 22b. Such control wire 41
extends along side the outer catheter shait 34 through the
lumen of the outer sheath 36, as may be appreciated from the

showing of FIG. 4A.
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With the cutting or scoring member 226 in the stowed
position shown in FIG. 4A, the angioplasty balloon 1854
may 1nitially be used to perform (or attempt to perform) one
or more standard balloon dilations without cutting or scor-
ing. Thereatter, 11 1t 1s desired to perform further balloon
dilation(s) with concurrent cutting or scoring, the cutting or
scoring member 226 may be moved from the stowed posi-
tion (FIG. 4A) to an operative position on the angioplasty
balloon 185 (FIGS. 4C and 4D). To accomplish this, the
outer catheter shaft 34 may be advanced distally with the
proximal positioning balloon 38 inflated and the distal
positioning balloon 40 deflated as shown in FIG. 4B. The
outer catheter shaft 34 1s advanced in this manner to a
position where the cutting or scoring member 225 1s posi-
tioned over the deflated angioplasty balloon 1854. The control
wire 41 1s sulliciently rigid that, when the control wire 41 1s
held stationary, 1t deters not only distal movement, but also
proximal movement, of the cutting or scoring member 225b.
Thus, with the control wire 41 held stationary and the distal
positioning balloon 40 deflated, the outer catheter shait 34 1s
then retracted proximally, leaving the cutting or scoring
member 225 on the deflated balloon 186 as shown 1n FIG.
4C. At a lesion to be treated, the angioplasty balloon 185
may then be intlated causing the cutting or scoring member
22b to radially expand along with radial enlargement of the
inflating angioplasty balloon 185, in the manner seen 1n FIG.
4D. This results 1n cutting or scoring of the obstructive
matter concurrently with the exertion of outward dilating
force by the inflated angioplasty balloon 185. The angio-
plasty balloon 185 may then be deflated and re-inflated a
desired number of times at a desire number of locations
where cutting of scoring treatment 1s desired.

After the desired numbers of cutting or scoring treatments
have been accomplished, 1f no further treatment i1s to be
performed, the device 106 may be removed from the vas-
culature. Theretfore, the balloon 186 1s deflated and the
cutting or scoring member 226 may be moved back to 1ts
stowed position on the outer catheter shaft 34. This may be
accomplished by inflating the distal positioning balloon 40
and thereafter proximally advancing the outer catheter shaftt
34 and/or proximally retracting the control wire 41 to cause
the cutting or scoring member 225 to move to 1ts stowed
position.

FIGS. 5A through 5D show another embodiment of the
present invention. In this embodiment, the device 10¢ com-
prises an clongate catheter shaft 14 and balloon 18 substan-
tially as described above with respect to FIGS. 1A-2C. A
distal portion 100 extends distal to the balloon 18. This distal
portion 100 comprises a distal tube 108 having a lumen 106
that terminates 1n a distal end opeming. The distal tube 108
may comprise a distal portion of the balloon 18. The lumen
106 may be connected to and continuous with the main
lumen 26 of the catheter shaft 14 to allow passage of a
guidewire and/or infusion/withdrawal of fluids. In such
embodiments, 1t will be appreciated that the catheter shaft 14
may include a third lumen (not shown) for intlation/deflation
of the balloon 18. Optionally, a radiopaque marker band 104
may be provided on the distal tip, as shown. A cutting or
scoring member 22¢, substantially as described above, 1s
biased to a helical configuration and 1s mitially disposed in
a stowed position around the outer surface of the distal tube
108, as seen 1n FIG. 5A. A distal region of the cutting or
scoring member 22¢ may be connected to the distal portion
100 of the device 10c. As described more fully below, 1n
embodiments where a distal region of the cutting or scoring
member 22¢ may be connected to the distal portion 100 of
the device 10c¢, such connection may optionally be a releas-
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able connection which allows an operator to disconnect the
cutting or scoring member 22¢ from the distal portion 100
while the device 10c¢ 1s 1nserted 1n a patient’s body.

Optionally, an outer sheath 110 covers the distal tube 108
and stowed cutting or scoring member 22¢. A pull member
102, such as a wire of fillament, 1s attached to a proximal end
of the cutting or scoring member 22¢. This pull member 102
extends through opening 20 and through the second lumen
24 of the catheter shaft 14 (see FIG. 1B). The pull member
102 runs along side the detlated balloon 18, as shown. With
the cutting or scoring member 22¢ 1n the stowed position,
the balloon 18 may be inflated one or more times, as seen in
FIG. 5B, to perform one or more balloon angioplasty
dilations without cutting or scoring. The pull member 102 1s
preferably small in diameter and substantially smooth so as
not to cause cutting or scoring of the blood vessel wall when
pressed against the blood vessel wall by the expanded
balloon 18.

If and when balloon dilation with cutting or scoring 1s
desired, the pull member 102 may be retracted in the
proximal direction so as to pull the helical cutting or scoring,
member 22¢ from the stowed position, seen 1n FIGS. 5A-5B,
to an operative position wherein 1t extends 1n convolutions
around the balloon 18. The balloon 18 may be fully or
partially deflated as the cutting or scoring member 22¢ 1s
moved over the outer surface of the balloon 18 and into the
operative position, as shown 1n FIG. 5C. Once the cutting or
scoring member 22¢ 1s 1n the operative position, the balloon
18 may be fully inflated causing the convoluted cutting or
scoring member to radially expand along with the balloon 18
and resulting 1n cutting or scoring of the blood vessel wall
as desired, as shown 1n FIG. SD.

When 1t 15 subsequently desired to remove the device 10c,
the balloon 18 1s fully deflated and the cutting of scoring
member 22¢ will radially contract and/or be pulled tight on
the detlated balloon so that the device 10c may be withdrawn
through the vasculature without causing trauma to the blood
vessel walls. In some embodiments, a sheath (not shown)
may be advanced over the deflated balloon 18 and radially
collapsed on cutting or scoring member 22¢ to deter trauma
to blood vessels as the device 10¢ 1s withdrawn. In other
embodiments, a guide catheter may be positioned near the
balloon 18 and the deflated balloon 18 and radially collapsed
cutting or scoring member 22¢ may be retracted into the
guide catheter and then removed along with the guide
catheter thereby preventing the cutting or scoring member
from causing trauma during withdrawal. In other embodi-
ments, i the cutting or scoring member 22¢ 1s not attached
to the distal portion 100 of the device 10c¢ or 1if such
attachment 1s releasable, the entire cutting or scoring mem-
ber 22¢ may be retracted through opening 20 and into the
catheter shait 14 prior to removal of the device 10c. In
embodiments where there 1s an option releasable connection
between a distal portion of the cutting or scoring member
22¢ and the distal portion 100 of the device 10¢, an operator
may volitionally release such connection to allow the cutting
or scoring member 22¢ to be fully retracted through opening
20 and into the catheter shatt 14. In such embodiments, any
suitable type of frangible, severable or releasable connection
may be used, such as those which are separated by intro-
duction of pressurized fluid, melting, thermally degrading,
deadhering, dissolving, rotating, mechanically releasing or
otherwise. Examples ol such releasable connections are
found 1n a number of embolic coil implantation systems of
the type commonly used to treat cerebral aneurysms and
other vascular defects in the brain, including but not limited

to those described 1in U.S. Pat. Nos. 5,122.136: 5,108,407
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5,350,397, 6,113,622; 6,203,347 and 7,708,755 as well as
United States Patent Application Publication Nos. 2002/
0165569; 2004/0034363 and 2006/0276823, the entire dis-
closure of each such patent and patent application being
expressly incorporated herein by reference.

The present invention 1s based on a deployable and
retrievable cutting or scoring element, which may be a
metallic element, that allows for a selective scoring of the
lesion, given the deployable-retrievable unique configura-
tion of the cutting or scoring element. This accounts for the
possibility to selectively deliver scoring balloons to the
lesion site, having the opportunity to choose a non-scoring
traditional PTA balloon configuration as an alternative. This
invention allows for a dual use of the balloon object of the
present invention: in fact the plaque 1s dilated thanks to the
help of the scoring elements on the balloon and then the
lesion can be easily treated with the bare balloon, complet-
ing the lesion treatment. Alternatively, the balloon 1s a drug
coated balloon and/or the cutting or scoring member com-
prises a drug coating so that a suitable amount of drug can
be provided at the lesion site, e.g. to avoid or at least to
remarkably reduce undesired restenosis eflects.

It 1s to be appreciated that this mnvention enables a single
balloon catheter to be used for 1nitial cutting or scoring of a
lesion (1n case it 1s heavily calcified or fibrotic) followed by
standard balloon-alone PTA or, conversely, initial balloon-
only dilation (or attempted balloon-only dilation) followed
by cutting or scoring of the lesion. By using the PTA catheter
devices of the present invention, physicians may elect to
apply cutting or scoring treatment to a lesion only when this
1s believed to be strictly necessary for limiting in-vessel
restenosis without the need for use of a second balloon
catheter. On the other hand, after cutting or scoring of a
lesion has been performed, the physician may use the same
PTA catheter to deliver conventional balloon-only angio-
plasty, thus highly customizing the treatment configuration
to patient specific needs and clinical status.

In any embodiment of the invention, the cutting or scoring,
member 22, 22a, 2256 may be connected to a generator or
other energy source to provide for active cutting or scoring
in which radiofrequency, thermal or other energy 1s deliv-
ered to the vessel wall tissues which come 1nto contact with
the cutting or scoring member 22, 22a, 22b5. Such a device
may be used, for mstance, for renal denervation treatments.

It 1s to be appreciated that, although the invention has
been described hereabove with reference to certain examples
or embodiments of the invention, various additions, dele-
tions, alterations and modifications may be made to those
described examples and embodiments without departing
from the intended spirit and scope of the invention. For
example, any elements, steps, members, components, com-
positions, reactants, parts or portions of one embodiment or
example may be incorporated into or used with another
embodiment or example, unless otherwise specified or
unless doing so would render that embodiment or example
unsuitable for its intended use. Also, where the steps of a
method or process have been described or listed in a
particular order, the order of such steps may be changed
unless otherwise specified or unless doing so would render
the method or process unsuitable for 1ts itended purpose.
Additionally, the elements, steps, members, components,
compositions, reactants, parts or portions of any mnvention or
example described herein may optionally exist or be utilized
in the substantial absence of other elements, steps, members,
components, compositions, reactants, parts or portions
unless otherwise noted. All reasonable additions, deletions,
modifications and alterations are to be considered equiva-
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lents of the described examples and embodiments and are to
be mcluded within the scope of the following claims.

What 1s claimed 1s:

1. A balloon catheter device comprising:

an clongate catheter shaft;

an inflatable balloon positioned on the catheter shait; and

at least one cutting or scoring element that 1s axially
moveable relative to the catheter shaft along a longi-
tudinal axis of the catheter shait between a first position
wherein 1t does not cause the balloon to perform a
cutting or scoring function and a second position
wherein 1t does cause the balloon to perform a cutting
or scoring function;

wherein the at least one cutting or scoring element com-
prises a single elongate member that forms loops or
convolutions when the at least one cutting or scoring
clement 1s 1 the first position, and forms loops or
convolutions around the balloon when the at least one
cutting or scoring element 1s 1n the second position and
the balloon 1s 1n an inflated configuration.

2. The balloon catheter device according to claim 1,
wherein the at least one cutting or scoring element com-
prises a single elongate member that forms helical convo-
lutions around the balloon when 1n the second position and
the balloon 1s 1n the inflated configuration.

3. The balloon catheter device according to claim 1,
wherein an inflation-deflation lumen extends through the
catheter shaft and 1s useable for inflation and deflation of the
balloon.

4. The balloon catheter device according to claim 1,
wherein the balloon has an outer surface and wherein:

1) when the at least one cutting or scoring element 1s 1n the
first position, the at least one cutting or scoring element
does not extend over the outer surface of the balloon
and does not cause the at least one cutting or scoring
clement to perform a cutting or scoring function upon
inflation of the balloon; and

11) when the at least one cutting or scoring element 1s 1n
the second position, the at least one cutting or scoring
clement does extend over at least a portion of the outer
surface of the balloon and does cause the at least one
cutting or scoring clement to perform a cutting or
scoring function upon inflation of the balloon.

5. The balloon catheter device according to claim 1,
wherein the at least one cutting or scoring element compris-
ing the elongate member 1s positioned within the catheter
shaft proximal to the balloon when 1n the first position.

6. The balloon catheter device according to claim 1,
wherein the device further comprises a distal portion located
distal to the balloon and wherein the elongate member 1s
positioned within the distal portion when 1n the first position.

7. The balloon catheter device according to claim 6,
wherein the device further comprises a pull member
attached to a proximal end of the at least one cutting or
scoring element and wherein the at least one cutting or
scoring element advances 1n helical convolutions around the
balloon when pulled in the proximal direction by the pull
member.

8. The balloon catheter device according to claim 7,
wherein the pull member extends alongside the balloon
when the at least one cutting or scoring element 1s 1n the first
position.

9. The balloon catheter device according to claim 8,
wherein the pull member 1s sized and configured so that 1t
does not cause the balloon to perform cutting or scoring of
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a blood vessel wall 11 the balloon 1s 1nflated within a blood
vessel while the at least one cutting or scoring element 1s in
the first position.

10. The balloon catheter device according to claim 7,
wherein a distal region of the at least one cutting or scoring
clement 1s attached to the distal portion of the device.

11. The balloon catheter device according to claim 10,
wherein the attachment of the distal region of the at least one
cutting or scoring element to the distal portion of the device
1s releasable so as to allow the at least one cutting or scoring
clement to be pulled 1nto the catheter shaft when desired.

12. The balloon catheter device according to claim 1,
wherein the at least one cutting or scoring element com-
prises a wire.

13. The balloon catheter device according to claim 12,
wherein the at least one cutting or scoring element com-
prises nickel titanium wire.

14. The balloon catheter device according to 1, wherein
the at least one cutting or scoring element has a blunt distal
tip that does not damage the balloon as 1t moves between the
first position and the second position.

15. The balloon catheter device according to claim 1,
wherein the at least one cutting or scoring element com-
prises a generally tubular structure and 1s retractable to a
position proximal to the balloon when 1n the first position
and advanceable to a position wherein 1t surrounds at least
a portion of the balloon when 1n the second position.

16. The balloon catheter device according to claim 15,
wherein the at least one cutting or scoring element com-
prises a helical wire coil that forms a generally tubular
structure.

17. The balloon catheter device according to claim 15,
turther comprising a moveable sheath that {facilitates
advancement and retraction of the at least one cutting or
scoring element back and forth between the first position and
the second position.

18. The balloon catheter device according to claim 17,
wherein the catheter shait comprises an mner catheter shaft
on which the balloon 1s mounted and an outer catheter shatt
through which the mner catheter shaft extends, the moveable
sheath being positioned around the outer catheter shait,
proximal and distal positioning members being formed at
spaced-apart locations on the outer catheter shatt, the at least
one cutting or scoring element being positionable about the
outer catheter shaft and between the proximal and distal
positioning members when 1n the first position, the proximal
and distal positioning members being 1ndependently
expandable and contractable to facilitate movement of the at
least one cutting or scoring element back and forth between
the first and second positions.

19. The balloon catheter device according to claim 18,
wherein the proximal and distal positioning members com-
prise balloons.
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20. The device according to claim 1, wherein the cutting
or scoring element comprises a single elongate member that
forms loops or convolutions that all are distal to the balloon
when the cutting or scoring element 1s 1n the first position.

21. A method of using the balloon catheter device of claim
1 to treat a stenotic region of a body lumen, the method
comprising:

advancing the catheter shaft to a position wherein the

balloon 1s positioned within the stenotic region of the
body lumen wherein obstructive matter 1s present;

determining whether 1t 1s desired to dilate the stenotic
region with or without concurrent cutting or scoring of
the obstructive matter; and

a) 1t 1t 1s desired to dilate the stenotic region without
cutting or scoring of the obstructive matter, then caus-
ing the at least one cutting or scoring member to be
positioned 1n the first position while inflating the bal-
loon to thereby dilate the stenotic region without caus-
ing cutting or scoring of the obstructive matter; and

b) 11 1t 1s desired to dilate the stenotic region with cutting
or scoring of the obstructive matter, then causing the at
least one cutting or scoring member to be positioned 1n
the second position while inflating the balloon to
thereby dilate the stenotic region while concurrently
causing cutting or scoring of the obstructive matter.

22. A method for using the balloon catheter device of
claim 1 to perform staged treatment of a stenotic region of
a body lumen, the method comprising;:

advancing the catheter shaft to a position wherein the
balloon 1s positioned within the stenotic region of the
body lumen wherein obstructive matter i1s present, the
balloon being positioned on the catheter shatt;

axially moving the at least one cutting or scoring member
relative to the catheter shaft along the longitudinal axis
of the catheter shait from the first position to the second
position;

inflating the balloon to a first diameter while the at least
one cuftting or scoring member 1s in the second position
to thereby cause an mmitial stage of dilation of the
stenotic region with concurrent cutting or scoring of the
obstructive matter;

deflating the balloon;

moving the at least one cutting or scoring member to the
first position; and

inflating the balloon to a second diameter while the at
least one cutting or scoring member 1s in the first
position to thereby cause a second stage of dilation of
the stenotic region wherein the obstructive matter was
previously cut or scored.
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